
Orthcj Molecular Products Inc 

Xl 1 7 Busmess Park Drive 

PO Box I060 

Stevens Point, WI 5448 I 

7153429881 Phone 

8OC332 2351 

7 15 342 9866 Fax 

orthi)nlolecularororluct; con? 

O fi’lce of Special Nutritional (HFS-4 50) 
Center for Food Safety and Applied Nutrition 
U.S. Food and Drug Administration 
5 100 Paint Branch Parkway 
College Park. MD 20740-3835 

Monday. August 23.2004 

Dear Sir/Madam 

This letter will seme as notification. pursuant to section 403 (r)(6) of the Federal Food. Drug. and 
Cosmetic Act and 21 CFR 101.93. that Ortho Molecular Products. Inc. is using the following claim on Its, 
label (see attached labels on page 2). 

Name of Manufacturer: Ortho Molecular Products. Inc. 
30 17 Busmess Park Drive 
P.O. Box 1060 
Stevens Point Wl 5448 1 

Statement Text: 4Sight Premier nutritional support for the eyes 

Dietary Ingredients: Zinc (as Chelazome Amino Acid Chelate). Taurine. N-Ace@1 Cysteine USP. 
Bilberry Fruit Extract (Standardized to contain 25% Anthocpanidins), Lipoic Acid. Quercetin. G inkgo 
Biloba Leaf Exzract (Standardized to contain 24% G inkgo Flavonglpcosldes and 6% Terpene Lactones). 
Lutein. Lycopene, Ascorbyl Palmitate, Microcrystalline Cellulose. and Silicon Dioxide. 

Dietary Supplement Name: 4Sight 

As required. enclosed are two photocopies of this notification. 

I certi@ that the information presented and contamed in this notice is complete and accurate. and that 
Ortho Molecular Products, Inc. has substantiation that the statement is truthfid and not misleading, 

Deborah Zurawski u 
Quality Assurance Manager 
Ortho Molecular Products 

Ortho Molecular Products 4Sight 
8/23/2004 
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Orrho Molecular Products Inc 

3017 Busmess Park Drw 

PO Box 1060 
Stevens Pomt. WI 5448’1 

7153429881 Phone 

800332 2351 

7 15 342.9866 Far 
orthornole:ularoroducts corn 

Attachment of 4Sight Labels 

SUGGESTEO USE As a dietary supplement 2 capsules per day or as 
recommended by your health care ptofeeemal 
Formulated to be free of the followng Gluten, egg, dairy, peanuts soy, yeast. 
arblhal cobrs and flavors This pcadwt cmta~~s W fdlo~lng potentid allergenS 
Asferacea FarnIb tf you are pregnant or nursmg. consult your physlclan 
before taking m!s product As wth all dietary suppk?menD;. some lndwlduals 
may not tolerate or may be allergic to tie mgced~ds uSed Please read W 
lngredlent panel carefully pr,or to qestlon Cease talclng the product and 
ccmsun your physIcIan n you have negative rescborls UpoIl mgesbon Kw 
CmmINER ‘GHTL” CLosrn STO‘IE AT Km TEMRP.4rtlnf Km OUT OF REACH OF W1ILDREN 
CAlJTK)N TM pcoduct cmt??ms a ticcant Fw best rew16, keep the desiccant 
m the bottle unbl all contents are consumed Do NOT Ear DESWNT 
Chelazome b IS a regstered bademark of Albw Inc 
This prcdwt was sealed for yaw protecbffl 00 not use 1 outer logoed neck seal 

Hecause Efficacy Maws ” 

Other lngredlents ,Wral RQ&ble CWSUleS mlS pradUCt may COntsin WY? Or  “We 
of the followng Ascorbyl Palmlate. M~crarystalline Cellulw and Won Dude 

Lab.3 ID L-OMPlOO-557060~E 

SUGGESTED USE As a dietary supplement, 2 capsules per day or as 
recommended by your health care professional 
Formulated to be free of the followmg Gluten, egg, dairy peanuts, soy, yeast. 
arbficlal colors and flavors 
This product contams the followmg potenhal allergens Asteracea Family 
If you are pregnant or nuamg, consult your physlcian before takmg ths 
product As with all dietary supplements, some individuals may not tolerate 
or may be allergic to the mgredlents used Please read the mgredlent panel 
carefully pnor to mgeshon Cease taking this product and consult your 
physlnan d you have negabve reactions upon Ingestion KEEP coNTk#s nsmu 
CLOSEo STORE AT R O O M  TEMPERATURE KEEP OUT OF REACH OF CHILDREN CAUTIONS 
This product contams a desiccant For best results, keep the desiccant m  
the batHe unhl all contents are consumed Do NOT EAT DESICCANT 
Chelazome @  IS a reglstered trademark of Alblon, Inc 
This product was sealed for your pmtection Do not use It outer logoed neck seal 

or Inner seal are missmg or damaged 

6ecause tfficacy Matters’ 

premrer nuttitronat supportfor the qJes+ 

(as Chelazome” Ammo Acid Chelate) - 23 

TeUrllle ta 400 mg * o ~ 
N-Acetyl Cysteme USP”’ 200 mg * 
Bdberry Frud Extract 150mg * $5 

(Standardized to contain 25% Anthoqanldlns) $5 

LIPOIC Ac!d 150mg * HE 
Quercebn IOOmg * 2’s 
Gmkgo Moba Leaf Exfract 60 mg ’ 
(Stendavized to wote~o 24% Ginkgo 

f $ 

Flavonglycosdes and 6% Teipene tactones) 
6s 
e 

Luteel 30ma * ez 

Lycopene 6mg * 
* %  Dady Value not estabhshed 
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